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Dear Mr. Koutures: 

During an inspection of your medical device firm located in Tustin, California, conducted from October 
4 to October 10, 2003, our investigator determined that your firm manufactures automatic, semi- 
automatic, and manual audiometers. These audiometers are devices as defined by Section 201(h) of the 
Federal Food, Drug, and Cosmetic Act (the Act). 

Our inspection disclosed that devices are adulterated within the meaning of Section 501(h) of the Act, in 
that the methods used in, or the facilities or controls used for manufacturing, packing, and storage are 
not in conformance with the Good Manufacturing Practice (GMP) requirements for the Quality System 
Regulation; as specified in Title 21, Code of Federal Remlations (CFR), Part 820, as follows: 

1. Failure to establish, maintain and control a quality system that is appropriate for specific device 
manufactured [21 CFR 820.5 and 21 CFR 820.201. For example, 

l Management with executive responsibility has not ensured that quality system requirements are 
effectively established and maintained. 

l Management with executive responsibility has not established a quality policy and objectives for, 
and commitment to, quality for specific devices. 

l No quality plan defining the quality practices, resources, and activities relevant to devices that 
are designed and manufactured has been established or implemented. 

l No quality system procedures and instructions have been established and implemented. 
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l  N o  m a n a g e m e n t representa t ive  h a s  b e e n  a p p o i n te d  to  e n s u r e  th a t qual i ty  sys tem r e q u i r e m e n ts a re  
e ffect ively es tab l i shed  a n d  m a i n ta i n e d  a n d  to  repor t  o n  th e  pe r fo rmance  o f th e  qual i ty  sys tem 
act iv i t ies to  m a n a g e m e n t wi th e x e c u t ive responsib i l i ty .  

l  N o  p rocedu res  fo r  c o n d u c tin g  m a n a g e m e n t rev iews h a v e  b e e n  es tab l i shed  a n d  n o  d o c u m e n te d  
m a n a g e m e n t rev iews h a v e  b e e n  c o n d u c te d . 

2 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  fo r  c o n d u c tin g  qual i ty  a u d i ts a n d  fa i lu re  to  c o n d u c t 
a n d  d o c u m e n t a u d i ts to  ver i fy th a t th e  qual i ty  sys tem is e ffect ive in  fu l f i l l ing th e  qual i ty  sys tem 
ob jec t ives  [2 1  C F R  8 2 0 .2 2 1 . 

3 . Fa i lu re  to  es tab l ish  p rocedu res  fo r  i m p l e m e n tin g  correct ive a n d  p r e v e n t ive act ion,  speci f ica l ly  
i nc lud ing  th e  ana lys is  o f sou rces  o f qual i ty  d a ta  to  i d e n tify ex is t ing a n d  p o te n tia l  causes  o f 
n o n c o n fo r m i n g  p r o d u c t o r  o the r  qual i ty  p r o b l e m s  [2  1  C F R  8 2 0 .1 0 0 ]. 

4 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  fo r  rece iv ing,  rev iewing,  a n d  eva lua t ing  compla in ts  
by  a  fo rma l l y  d e s i g n a te d  uni t  to  e n s u r e  th a t a l l  comp la in ts  a re  p rocessed  in  a  un i fo rm a n d  time l y  
m a n n e r  [2 1  C F R  8 2 0 .1 9 8 1 . A d d i tional ly ,  n o  Med ica l  Dev ice  R e p o r tin g  p rocedu res  h a v e  b e e n  
es tab l ished.  

5 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  to  c o n trol th e  des i gn  p rocess  o f a  dev ice  [2  1  C F R  
8 2 0 .3 0 1 . 

6 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  fo r  d o c u m e n t c o n trol a n d  to  d e s i g n a te  a n  
ind iv idua l (s )  to  rev iew d o c u m e n ts fo r  a d e q u a c y  a n d  app rova l  pr ior  to  i ssuance  o r  w h e n  c h a n g e s  
h a v e  b e e n  m a d e  to  th e  d o c u m e n ts [2 1  C F R  8 2 0 .4 0 1 . 

7 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  to  e n s u r e  th a t a l l  p u r c h a s e d  o r  
o the rw ise  rece ived  p r o d u c t a n d  serv ices c o n fo r m  to  spec i f ied  r e q u i r e m e n ts [2  1  C F R  8 2 0 .5 0 1 . 

8 . P rocess  va l ida t ion  act iv i t ies a n d  resul ts  h a v e  n o t b e e n  d o c u m e n te d  [2 1  C F R  8 2 0 .7 5 1 . 

9 . Fa i lu re  to  es tab l ish  a n d  i m p l e m e n t p rocedu res  fo r  add ress ing  th e  i d e n tif ication, d o c u m e n ta tio n , 
eva luat ion ,  s e g r e g a tio n , d ispos i t ion  a n d  invest igat ion o f n o n c o n fo r m i n g  p r o d u c t [2 1  C F R  8 2 0 .9 0 1 . 

Th is  letter is n o t i n tended  to  b e  a n  a l l - inc lus ive list o f d e f ic iencies a t you r  facil i ty. It is you r  
responsib i l i ty  to  e n s u r e  a d h e r e n c e  to  e a c h  r e q u i r e m e n t o f th e  A c t a n d  regu la t ions.  T h e  speci f ic  
v io la t ions n o te d  in  th is  letter a n d  in  th e  F o r m  F D A  4 8 3  i ssued  a t th e  conc lus ion  o f th e  inspec t ion  m a y  b e  
s y m p to m a tic o f se r ious  under l y i ng  p r o b l e m s  in  you r  firm ’s m a n u fac tur ing  a n d  qual i ty  assu rance  system. 
Y o u  a re  respons ib le  fo r  invest igat ing a n d  d e te rm in ing  th e  causes  o f th e  v io la t ions i d e n tifie d  by  th e  F o o d  
a n d  D r u g  A d m inistrat ion (FDA).  If th e  causes  a re  d e te r m i n e d  to  b e  sys tems p rob lems,  y o u  m u s t 
p r o m p tly in i t iate p e r m a n e n t correct ive act ions.  

Fede ra l  agenc ies  a re  adv i sed  o f th e  i ssuance  o f a l l  W a rn ing  L e tte rs  a b o u t dev ices  so  th a t th e y  m a y  ta k e  
th is  in fo rmat ion  in to a c c o u n t w h e n  cons ide r ing  th e  a w a r d  o f c o n tracts. A d d i tional ly ,  n o  p re -marke t  
submiss ions  fo r  dev ices  to  wh ich  th e  G M P  d e f ic iencies a re  reasonab l y  re la ted  wi l l  b e  c lea red  u n til th e  
v io la t ions h a v e  b e e n  corrected.  A lso, n o  r e q u e s ts fo r  Cert i f icates For  E x p o r tabi l i ty wi l l  b e  a p p r o v e d  
u n til th e  v io la t ions re la ted  to  th e  sub jec t  dev ices  h a v e  b e e n  corrected.  
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You should take prompt action to correct these deviations. Failure to promptly correct these deviations 
may result in regulatory action being initiated by the FDA without further notice. These actions include, 
but are not limited to, seizure, injunction, and/or civil penalties. 

Please notify this office in writing within 15 working days of receipt of this letter, of the specific steps 
you to correct the noted violations, including an explanation of each step being taken to identify and 
make corrections to any underlying systems problems necessary to assure that similar violations will not 
recur. If corrective action cannot be completed within 15 working days, state the reason for the delay 
and the time within which the corrections will be completed. 

If you have any questions relating to this letter please contact Senior Compliance Officer, Dannie E. 
Rowland at 949-798-7649. You may obtain general information about all of FDA’s requirements for 
manufacturers of medical devices through the Internet at httn://www.fda.aov. 

Please submit your response to: 

Acting Director, Compliance Branch 
Food and Drug Administration 
1970 1 Fairchild 
Irvine, CA 926 12-2445 

Sincerely, 

D&trict Director 
Los Angeles District Office 

Cc: State Department of Public Health 
Environmental Health Services 
Attn: Chief, Food and Drug Branch 
60 1 North 7th Street, MS-35 
Sacramento, CA 94234-7320 


